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(sent to the applicant and to the International Bureau) a total of 



sheets, as follows: 



□ 



□ sheets of the description, claims and/or drawings which have been amended and are the basis for this report and/or 
sheets containing rectifications authorized by this Authority (see Rule 70.16 and Section 607 of the Administrative 
Instructions). 

□ sheets which supersede earlier sheets, but which this Authority considers contain an amendment that goes beyond 
the disclosure in the international application as filed, as indicated in item 4 of Box No. I and the Supplemental 
Box. 
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Non-establishment of opinion with regard to novelty, inventive step and industrial applicability 
Lack of unity of invention 

Reasoned statement under Article 35(2) with regard to novelty, inventive step or industrial applicability; 
citations and explanations supporting such statement 

Certain documents cited 

Certain defects in the international application 
Certain observations on the international application 





Box No. I 


□ 


Box No. II 


□ 


Box No. Ill 


□ 


Box No. IV 




Box No. V 


□ 


Box No. VI 


u 


Box No. VII 


□ 


Box No. VIII 



Dale of submission of the demand 


Date of completion of this report 


Name-and mailing address of the IPEA/ES 
Facsimile No. 


Authorized officer 
Telephone No. 



Form PC T/I PEA/409 (cover sheet) (January 2004) 



INTERNATIONAL PRELIMINARY REPORT ON PATENTABILITY 



International application No. 

PCT/ES2004/000284 



Box No. I 



Basis of the report 



1. With regard to the language, this report is based on the international application in the language in which it was filed, unless otherwise 
indicated under this item. 

j I This report is based on translations from the original language into the following language * 

which is the language of a translation furnished for the purposes of: 

□ international search (Rule 12.3 and 23.1(b)) 

□ publication of the international application (Rule 12.4) 

□ international preliminary examination (Rule 55.2 and/or 55.3) 

2. With regard to the elements of the international application, this report is based on (replacement sheets which have been furnished to the 
receiving Office in response to an invitation under Article 14 are referred to in this report as "originally filed" and are not annexed to 
this report): 



□ 



the international application as originally filed/ furnished 
the description: 



pages 

pages* 

pages* 



as originally filed/furnished 



received by this Authority on 
received by this Authority on 



□ 



the claims: 
nos. 



as originally filed/furnished 



nos.* 
nos.* 
nos.* 



as amended (together with any statement) under Article 19 



received by this Authority on 
received by this Authority on 



□ 



the drawings: 

sheets 

sheets* 

sheets* 



as originally filed/furnished 



received by this Authority on 
received by this Authority on 



□ 
□ 



a sequence listing and/or any related table(s) - see Supplemental Box Relating to Sequence Listing. 
The amendments have resulted in the cancellation of: 

□ 
□ 
□ 
□ 
□ 



the description, pages 
the claims, nos. 



the drawings, sheets/figs 



the sequence listing (specify): 



any table(s) related to sequence listing (specify): 



f I This report has been established as if (some of) the amendments annexed to this report and listed below had not been made, since 
' ' they have been considered to go beyond the disclosure as filed, as indicated in the Supplemental Box (Rule 70.2(c)). 



□ 
□ 
□ 
□ 
□ 



the description, pages 
the claims, nos. 



the drawings, sheets/figs 



the sequence listing (specify): 



any table(s) related to sequence listing (specify): 



If item 4 applies, some or all of those sheets may be marked "superseded " 
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International application No. 
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Box No. V Reasoned statement under Article 35(2) with regard to novelty, inventive step or industrial applicability; 
citations and explanations supporting such statement 


1. Statement 








Novelty (N) 


Claims 


1-24 


YES 




Claims 




NO 


Inventive step (IS) 


Claims 


1-24 


YES 




Claims 




NO 


Industrial applicability (IA) 


Claims 


1-24 


YES 




Claims 




NO 



2. Citations and explanations (Rule 70.7) 

Reference is made to the following documents: 



D01: Journal of Controlled Release, 66(2-3), pages 281- 

292, 2000 
D02: FR 2642329 A, 3 August 1990 
D04: ES 2098188 A, 16 April 1997 
D04: ES 2114502 A, 16 May 1998 



The application relates to a process for producing 
nanopart icles for administering at least one active 
ingredient, the process being characterised by the 
preparation of independent aqueous solutions of: (a) a 
hyaluronic acid salt to which a polyanionic salt (sodium 
tripolyphosphate) is added; and (b) a cationic polymer 
(chitosan, collagen and gelatine) , and their subsequent 
mixture under stirring so as to produce nanopart icles 
spontaneously. The active ingredient is found in any of 
the solutions. The application likewise relates to the 
nanoparticles produced by this process and to their use 
for preparing a pharmaceutical composition for topical or 
parenteral administration, or for administration through 
the mucous membranes. 
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International application No. 
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Box No. V Reasoned statement under Article 35(2) with regard to novelty, inventive step or industrial applicability; 



citations and explanations supporting such statement 

Documents D01 and D02 disclose compositions useful in the 
administration of pharmaceutical products which associate 
hyaluronic acid with chitosan or gelatine (D01) , and 
glycosaminoglycans with atelocollagen (D02) . However, 
both documents relate to micro-spheres rather than to 
nanoparticles and the production processes differ from 
those claimed in the application. 



Documents D03 and D04 describe the production of 
nanoparticles based on hydrophilic polymers as 
pharmaceutical forms. As polymers, they combine chitosan 
with poloxamer (D03) and chitosan with polyoxyethylene 
(D04) . Those nanoparticles did not contain hyaluronic 
acid or its derivatives. 



Consequently, the invention is considered to be novel, to 
involve an inventive step and to be industrially 
applicable (PCT Article 33(2), 33(3) and 33(4)). 
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